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NATIONAL COMMUNI 
9E4AUMACISTS ASSOCIATION 

WWW.WCPAI*LT.OPQI 

WA FAX:: (301) 827-6870 
CONFIRMATION COPY RY U.S. MAIL 

Division of Dockets Management 
Food and Drug Administration 
Department of He&h and Human Servi&ata 
5630 Fishers Lane,. Roam ‘1061 iHFA-306) 
Rookville, Maryland 20852 

Re: Docket No. 2001EP-0411 
Comments to Ciizen Pdtiii~it .P.ilgf&n Behalf of Wveth 

Dear Sit or Madam: 

The National Community Pharrnadsts AssocMtion (NCPA) ~espqchfuliy. submits the following 
comments in response to/the Octcrber 6,2006 citzzen Petian .fileXt, by ~~~ I@ prohibit 
pharmacists from compounding,4s&om&ed prescriptions upan moaipt of a physician’s 
prescription or order for bio-Mentic; hormone replacement therapies (BHRT)~ The petition 
suggests fear-reaching restrictions on a physioian’s ability to prescribe and a @armaciet’s abilii to 
prepsre and dispense bioridartti6af hormones. Not only would enaotmant of @is p&Non 
compromise the health ofthousands of women who bitnogt from B&RT, i& broad implications 
would endanger ail patients’ acoe~s to p~~rma~~st-compounded m~ic~ti~s- 

The NCPA supparts and seeks to guarantee phermaciste” abirity to compound presoriptions - 
one of the essential ekments of&e pmfeion of pharmacy and the US. healthcare ‘system. 
Approximately 71% ,of community pharmacies dispsnse customized medica$ions for patients 
when presented with a prescription from a licensed presodber. 

On July 9, 2002, the Nationgil Hoart, Lung, and Rlood h~stitute (NHLRI) ~~na~n~, that it was 
&opping the combirration oonjug#ed equine estrogenlinedMzxyprogest~~~ a&&&e (Prempro) 
study being performed as a peti:o% the Warnen’s Health Inib~ (WHI). This study was 
conducted to assess whether long term use of Prempro would reduce the risk of coronary heart 
disease (CHD) in postmenopausal women. It wes stopped sarly fz&er an average of 5.2 years 
on study) because the ovorafl heaLth risks of Qrernpm, particularly for invasive braast cancer and 
CHD, exceeded the benefits of the drug, <which inoludoda Lower ieta of fractures and a reduction 
in the risk of coloreotal cancer,’ 

Due to the resufte of this study, snd the results of the Wl-ll estrcqen ~l~ne,su~s~~y~ released 
Merch 2004, the treatment of symptom&@ menopausal worn~n.~i~ Hormotie ‘Repfaoement 
Thera 

s Shee 
y (HRT) changed $gnific#nily. T&+ most. raoent FDA M~~~~~ enqi Hormones Fact 
(July 2005) rscommends phat menopausal hormone thempy~ should be used at the lowest 

doses,for the shortest duration to q?ach tr@stment goals. fn many cases, women are offered a 
standard brand, gne-size~fits-oil therapy when they seek relief fur ths physirzal symptoms 
associated with hormonal.change~, In rasponse to e physician’s presG$ptiun, compounding 
pharmacists prepare BHRT prsriptions .that hsve been customized for individual patients 
needs, therefone ensuring, as tW FDA recbmmends, that the, patient receive the lowest possible 
dose of menopausal hormone th$srapy. 
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NCPA would like to reiterate that pharmaoist c@mpounding, an Hegr@ ,part of the practice of 
pharmacy, occurs in response to e~licer&ed physician’s prescription a&r for a specific 
compounded medication? Milfion# of Ar@ri&ns have unicjue he&h needs that off-the-shelf, 
prescription medicines cannat -meet and they r&y on the cu~mi%~ medicines - prescribed or 
ordered by their licensed physrcians and mixed safely by trained, kcansod pharmacists - to treat 
their unique conditions. It is imp&$ant that the scope of the practice of pharmacy is not redefined 
to eliminate compounding, and #hat pharmecief compounding continue ‘to be recognized as a right 
of the physician-patient~phermacist relationship so that patients GXI continue @J receive 
appropriate medkxrtion treatment, 

Laws 4n all states, the FDA, theUS. $upreme Court, Congress, ,and virtuaMy every major 
association of healthcare professiortals recognize the value of pharmadst compounding. Patients 
with unique needs reiy more he&&y on ~~rn~~~~ ~d~catio~s.~a~ the general population - 
including home healthcare patients, hospice care petient6, cdncer patients, hospital patients on 
intrevenous medicines, pain man@err&rtj patients, dental patk&s, de~~log~al petients, and 
others. Recognizing the~irnpo&nt role &I@ compoundin$ pharmaofst p&ye Sn this day of 
personalized medicine; NCPA is.@ foun(#mg member of the Phermecy Co 
Accreditation Board, a voluntary accredftation body.formed by eight p~~rrn~~ organizations to 
establish high quality standardS %x ~rn~undj~g pharmaoies. These brganiaations and 
pharmacists themselves believe that stindarcls against v&i&! they can be fMasured are not only 
good for the patient, but @so good for the~practice of pharmacy. 

AS you know, the practice of pharmacy, ~ncludi~$ the prep&rat&n of phermacist oompounded 
medications, is regulated by stat@ boar& of pharmacy and as, government agencies, already 
have the tights of “seizure arid k#,rnttion” that Wyemis asking-for the FDA *a implement, 
Therefore, acceptance of this p&tion would not only be redundant but may preempt existing state 
lauus. 

We respectfully request fh@ the FDA deny Wyeth‘s petitian contained’in Dq~ket No. 2005P - 
0411. NCPA befieves campouribing to be an eesenfiai %+&e community armacisb provide to 
physicians and patients alike, And, we support the tradition and right & the pharmacist to 
continue to compound without another l$yer of regulations. l.@ly, a favorabie decision on the 
Wyeth petition would be far-reaching and have a negative impa& on phpk&ns and patients 
because it would pnevent pharma&sts from ensuring th& their ,petients’. have &ZCX&S to the right 
prescription et the right d&e f&their specMc illnesses. 

Thank you for the opportunity tq submit these c&rnments, 
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